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8:00 a.m.  Call to Order    S. Gail Eckhardt, M.D. 
   Introduction of Committee  Chair, ODAC 
    
   Conflict of Interest Statement  Nicole Vesely, Pharm.D. 
        Designated Federal Official, ODAC  
 

 
The committee will discuss New Drug Application (NDA) 022-393, with the proposed trade name ISTODAX (romidepsin) 

Injection, manufactured by Gloucester Pharmaceuticals, Inc. The proposed indication (use) for this product is for the 
treatment of cutaneous T-cell lymphoma (CTCL), a form of cancer that arises in cells located in the skin, including relief of 

pruritus (itching), in patients who have received at least one prior systemic therapy. 
 

 
8:15 a.m.  Sponsor Presentation   Gloucester Pharmaceuticals, Inc. 
 
8:55 a.m.  FDA Presentation    NDA 022-393 

       
9:35 a.m.   Break 
 
9:45 a.m.  Questions to the Presenters 
 
10:15 a.m.  Open Public Hearing 
 
10:45 a.m.  Questions to the ODAC and ODAC Discussion 
 
11:15 a.m.  Guest Speaker 
 
11:30 a.m.  Questions to the ODAC and ODAC Discussion 
 
12:00 p.m.   Lunch 
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The committee will discuss NDA 022-468, with the proposed trade name FOLOTYN (pralatrexate) Injection, manufactured by 
Allos Therapeutics, Inc., with a proposed indication for the treatment of patients with relapsed or refractory (recurring and/or 
not responsive to other treatments) peripheral T-cell lymphoma (PTCL), a form of cancer that develops from cells in the body 

known as T-cells. 
 

 

1:15 p.m.  Guest Speaker 
 
1:30 p.m.  Sponsor Presentation   Allos Therapeutics, Inc. 

 
2:10 p.m.  FDA Presentation    NDA 022-468 
       
2:50 p.m.   Break 
 
3:00 p.m.  Questions to the Presenters 
 
3:30 p.m.   Open Public Hearing 
 
4:00 p.m.  Questions to the ODAC and ODAC Discussion 
 
5:00 p.m.   Adjourn 
 

 


